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Page 1 of 2 UFDiat report ¢
» 9256-X-00-01¢ :
C. Suspect medication(s)
1. Name {give labelad strength & mitAabaler, € known)
» Acetaminophen Caplets, 500 mg
#2  Alcohol
2. Dose, frequency & route used 3. Therspy dates (¢ give ) fromo {or
beat sstimate)
B. Adverse event or product problem s Unknown ¢t Unknown
1. E Adverse event and/or D Product probiem (e.g., defecta/maifunctions) " Unknown 2 Unknown .
z °(M“'°°"."‘" iy m"“"" to adverse event ] aisavisey 4. Dlagnosis for use (indication) 5. va;c:.:bmd after use stopped
B3 deatn 1/16/94 [ congentiat snamaly " Unknown '
3 e evaonng [ e mermetn oo " ol [ Y o PR
inknown.
{3 rosptiatization-ininl or prolonged ¢ ] other 6. Lot ¢ ( known) 7. Exp. dete (i known) 2] e [ ro [ somntaony
3. Dete of event 4. Date of this report '
(mordsyyn 1116194 (mo/dayyr) 9-Dec-1998 " 2300 11 77-Jan-1996 #8 Event ‘ﬁ.
§. Deacribe event or probt ” N/A 2 NA s, D O
. you no dosan? spply
The attomeys representing the Estate of G stated NG o ovaduci probi -
N 9. pro problems only {if known)
that the deceased died on January 16, 1994 as a result of taking _ 02 yoe [ e [ cosemronon
ordinary doses of Wil brand Extra-Strength Acetaminophen 0. Comamitant macical procucts d necspy detes (axchude Freatmend of ove)

in combination with her regular consumption of alcohol.

itional inf jon 16-Sep-1998:
Follow-up information received in a summons from the attorney
listed below indicated the patient had liver injury.

(215) 256-8400
3. Report source
{check sl thet sppiy)
TEVA Pharmaceuticals USA [ toroon
1510 Delp Drive 1 sty
Kulpsville, PA 19443 [ werature
E consumar
4. Oute received by menutactures S.
= ANOA # Dloest
16-Sep-1998 IND # ] user taciry
6. Relevant tests/laboratory dats including dates &. W INO, protacol # PLA# D
— company
) ore-1938  [Jyes e tatve
Not provided O ssrvutor
7. Type of report oTC ves X other
{chack sl that appty) product . Attomey
D S-day E 15-day 8. Adverse Event term(s)
[0 10cay [ periodic Death
] nitat B totiow-up # 1 Liver Damage
7. Other history, ding preexisti dical conditions  (e.g.. alergies, race, pregnancy. 9. Mfr. report number
M-ﬂm*wm.n.) sms_AR

E. Initial reporter
1. Name, address & phone #

G . Esquite

Alcohol use. ™

i; ’lJ DEC 10 1998

By _ S\ AVERE 4
3500A FACSIMILE Submission of a report doss not constitute an admission that 2. Heaith pr 17 3. O 1 4. inftisl reporter also
medical personnel, user facility, distributor. manutacturer of sent report to FOA
product caused or contributed to the svent. E] yos E o Attomey D yes D no E unk
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C. Suspect Medications (continued):
1. @ Sinus Tablets

2. Dose, frequency, and route used: Unknown
3. Therapy dates: L{nknown

4. Diagnosis for use: Unknown

5. Lot #: P12604 Expiration date: 72-Aug-1 996
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